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DETAILED ACTION 

1. This action is responsive to application # 09/823,214, filed on March 30, 2001. Claims 
1 -26 are presented for examination. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

(e) The invention was described in (1) an application for patent, published under section 122(b), by another filed in the 
United States before the invention by the applicant for patent or (2) a patent granted on an application for patent by 
another filed in the United States before the invention by the applicant for patent, except that an international application 
filed under the treaty defined in section 351(a) shall have the effects for purposes of this subsection of an application filed 
in the United States only if the international application designated the United States and was published under Article 
21(2) of such treaty in the English language. 

2. Claims 1-4, and 14-15 are rejected under 35 U.S.C. 102(e) as being anticipated John A. 
Keane US Patent No. (6,381,562) referred to hereinafter as Keane. 

As to claim 1, KEANE teaches a method for pharmacological computational model 
construction, comprising:(a) presenting a graphical user interface having a plurality of objects, 
each object representing one or both of a pharmacokinetic element and a pharmacodynamic 
element (see col. 13 lines 40-45, and col. 16 lines 15-25, user enters drug characteristics which 
corresponds to pharmacodynamic elements); 

(b) Receiving instructions via the graphical user interface for connection of at least two of 
the objects (see col. 16 lines 27-45, user selects organ elements as an input to fluid flow model); 

(c) Displaying the at least two objects connected in accordance with the received 
instructions (see col. 16 lines 46-51, elements are stored and are retrieved y so that they would be 
accessible to the user); 
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(d) Converting the at least two connected objects into equations corresponding to the 
pharmacokinetic and pharmacodynamic elements represented by the at least two connected 
objects, wherein the converting step (d) occurs substantially coincident with the object 
displaying step (c) (see col. 16 lines 61-67, col. 17 lines 1-2, and col. 18 lines 1 1-43); and 

(e) Displaying the equations on the graphical user interface substantially coincident with 
the object-displaying step (c) (see col.23 lines 50-56, display the result of the model to the user). 

As to claim 2, KEANE teaches a method of claim 1, wherein the converting step (d) 
comprises: (f) converting the at least two connected objects into an internal format (col.17 lines 
33-52); and (g) converting the internal format into a surface syntax (see col.6 64 -67, col.7 lines 
1-2, and col.17 lines 3-15). 

As to claim 3, KEANE teaches a method of claim 2, wherein the surface syntax 
represents differential equations in an integrator equals rate expression format (see col.6 64 -67, 
col.7 lines 1-2, and col.17 lines 3-15). 

As to claim 4, KEANE teaches a method of claim 2, wherein the objects comprise one of 
more of compartment blocks, flow blocks, response blocks, and formulation blocks (see col. 16 
lines 27-45). 

As to claims 14-15, the limitations of claims 14-15 are the same limitations of claims 1-2; 
therefore they are rejected based on the same rationale, supra. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 5-13, and 16-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
John A. Keane US Patent No. (6,381,562) referred to hereinafter as Keane in view of Dwayne 
Westenskow US Pub. No. (US 2003/0156143A1) referred to hereinafter as Westenskow. 

As to claim 5, KEANE teaches a method for pharmacological computational model 
construction, comprising: (a) presenting a graphical user interface having a plurality of objects, 
each object representing one or both of a pharmacokinetic element and a pharmacodynamic 
element (see col. 13 lines 40-45, and col. 16 lines 15-25, user enters drug characteristics which 
corresponds to pharmacodynamic elements); 

(b) Receiving instructions via the graphical user interface for connection of at least two of 
the objects (see col.16 lines 27-45, user selects organ elements as an input to fluid flow model); 

(c) Displaying the at least two objects connected in accordance with the received 
instructions (see col.16 lines 46-51, elements are stored and are retrieved y so that they would be 
accessible to the user); 

(d) Converting the at least two connected objects into equations corresponding to the 
pharmacokinetic and pharmacodynamic elements represented by the at least two connected 
objects, wherein the converting step (d) occurs substantially coincident with the object 
displaying step (c) (see col.16 lines 61-67, col. 17 lines 1-2, and col. 18 lines 11-43); and 

(e) Interpreting the internal format to generate a time-based simulation including 
calculation of one or more selected variables (see col. 6 64 -67, col. 7 lines 1-2, and col. 17 lines 
3-15); 
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However Keane does not expressly teach plotting one or more selected variables in a 
graph and update the graph. 

Westenskow teaches plotting one or more selected variables in a graph and updating the 
graph (see Page 14 Paragraph [0160], et-seq). 

It would have been obvious to one of the ordinary skill in the art at the time of the 
applicant's invention to combine the teaching of Westenskow to Keane's method because 
Westenskow's teaching of potting one or more variables in a graph would allow users of Keane's 
method to quickly and accurately analyze the complex and rapidly changing relationship 
between various data. Moreover, presenting the information to a user in a graphical form is 
easier for the user to correlate, manipulate and use the information. 

As to claim 6, KEANE teaches a method of claim 5, further comprising: (h) receiving 
commands via the graphical user interface to modify at least one of the one or more selected 
variables (see col. 16 lines 27-45, user selects organ elements as an input to fluid flow model); 
and 

However Keane does not expressly teach plotting one or more selected variables in a 
graph and update the graph. 

Westenskow teaches plotting one or more selected variables in a graph and updating the 
graph (see Page 14 Paragraph [0160], et-seq). 

It would have been obvious to one of the ordinary skill in the art at the time of the 
applicant's invention to combine the teaching of Westenskow to Keane's method because 
Westenskow's teaching of potting one or more variables in a graph would allow users of Keane's 
method to quickly and accurately analyze the complex and rapidly changing relationship 
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between various data. Moreover, presenting the information to a user in a graphical form is 
easier for the user to correlate, manipulate and use the information. 

As to claim 7, KEANE teaches a method of claim 6, wherein the modifying step (i) 
comprises revising the internal format (see col. 6 64 -67, col. 7 lines 1-2, and col. 17 lines 3-15). 

As to claim 8, KEANE teaches a method of claim 6, wherein one or more of the one or 
more selected variables depend upon a random variable, wherein the interpreting step (e) 
generates a value for the random variable upon each repetition (see col.6 64 -67, col.7 lines 1-2, 
and col. 17 lines 3-15), 

However Keane does not expressly teach plotting one or more selected variables in a 
graph and update the graph. 

Westenskow teaches plotting one or more selected variables in a graph and updating the 
graph (see Page 14 Paragraph [0160], et-seq). 

It would have been obvious to one of the ordinary skill in the art at the time of the 
applicant's invention to combine the teaching of Westenskow to Keane' s method because 
Westenskow's teaching of potting one or more variables in a graph would allow users of Keane's 
method to quickly and accurately analyze the complex and rapidly changing relationship 
between various data. Moreover, presenting the information to a user in a graphical form is 
easier for the user to correlate, manipulate and use the information. 

As to claim 9, KEANE teaches a method of claim 6, wherein the internal format 
comprises a parse tree (see col.6 64 -67, col.7 lines 1-2, and col. 17 lines 3-15, and Figure 8). 

As to claim 10, KEANE teaches a method of claim 6, wherein the one or more selected 
variables comprise at least two selected variables (see col. 13 lines 40-59), 
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However Keane does not expressly teach plotting one or more selected variables in a 
graph and update the graph. 

Westenskow teaches plotting at least one selected variable versus another selected 
variable (see Page 14 Paragraph [0160], et-seq). 

It would have been obvious to one of the ordinary skill in the art at the time of the 
applicant's invention to combine the teaching of Westenskow to Keane 's method because 
Westenskow' s teaching of potting at least one selected variable versus another selected variable 
would allow users of Keane' s method to quickly and accurately analyze the complex and rapidly 
changing relationship between various data. Moreover, presenting the information to a user in a 
graphical form is easier for the user to correlate, manipulate and use the information. 

As to claim 11, KEANE teaches one or more selected variables (see col. 13 lines 40-59). 
However Keane does not expressly teach plotting one or more selected variables versus time. 

Westenskow teaches plotting at least one selected variable versus time (see Page 14 
Paragraph [0160], et-seq). 

It would have been obvious to one of the ordinary skill in the art at the time of the 
applicant's invention to combine the teaching of Westenskow to Keane 's method because 
Westenskow' s teaching of potting at least one selected variable versus time would allow users of 
Keane 's method to quickly and accurately analyze the complex and rapidly changing relationship 
between various data. Moreover, presenting the information to a user in a graphical form is 
easier for the user to correlate, manipulate and use the information. 

As to claim 12, KEANE teaches a method of claim 5, further comprising: (j) translating 
the internal format into text strings representing equations, the equations corresponding to the 
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respective pharmacokinetic and pharmacodynamic elements represented by the two or more 
connected objects (see col.6 64 -67, col.7 lines 1-2, and col.17 lines 3-15); and (k) displaying the 
text strings substantially coincident with the object displaying step (c) (see col.23 lines 50-56, 
display the result of the model to the user). 

As to claim 13, KEANE teaches a method of claim 12, wherein the objects comprise one 
or more of compartment blocks, flow blocks, response blocks, and formulation blocks (see 
col. 16 lines 27-45). 

As to claim 16, the limitations of claim 16 are the same limitations of claim 5; therefore 
they are rejected based on the same rationale, supra. 

As to claim 17, the limitations of claim 1 are the same limitations of claim 6; therefore 
they are rejected based on the same rationale, supra. 

As to claim 18, the limitations of claim 18 are the same limitations of claim 8; therefore 
they are rejected based on the same rationale, supra. 

As to claim 19, the limitations of claim 19 are the same limitations of claim 11; therefore 
they are rejected based on the same rationale, supra. 

As to claim 20, the limitations of claim 20 are the same limitations of claim 12; therefore 
they are rejected based on the same rationale, supra. 

As to claim 21, the limitations of claim 21 are the same limitations of claim 5; therefore 
they are rejected based on the same rationale, supra. 

As to claim 22, the limitations of claim 22 are the same limitations of claim 6; therefore 
they are rejected based on the same rationale, supra. 
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As to claim 23, the limitations of claim 23 are the same limitations of claim 8; therefore 
they are rejected based on the same rationale, supra. 

As to claim 24, the limitations of claim 24 are the same limitations of claim 1 1 ; therefore 
they are rejected based on the same rationale, supra. 

As to claim 25, KEANE teaches one or more selected variables (see col. 13 lines 40-59). 
However Keane does not expressly teach plotting one or more selected variables using a 
different color. 

Westenskow teaches plotting at least one selected variable using color (see Page 14 
Paragraph [0160], et-seq, color bands on the graph shows the effect of individual drugs which 
corresponds to variables being plotted on a graph using different colors). 

It would have been obvious to one of the ordinary skill in the art at the time of the 
applicant's invention to combine the teaching of Westenskow to Keane's method because 
Westenskow' s teaching of potting at least one selected variable using different colors indicators 
for each variable would allow users of Keane' s method to quickly and accurately analyze the 
complex and rapidly changing relationship between various data. Moreover, presenting the 
information to a user in a graphical form is easier for the user to correlate, manipulate and use 
the information. 

As to claim 26, the limitations of claim 26 are the same limitations of claim 12; therefore 
they are rejected based on the same rationale, supra. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

v ■ Keane Pub. No. (US 2002/0120431A1) configurable Bio-transport system 
simulator. 

■ Comanor US Patent No. (5,860,917) method and apparatus for predicting 
therapeutic outcomes. 

■ Weininger US Patent No. (5,434,796) method and apparatus for designing 
molecules with desired properties by evolving successive populations. 

■ Garner Pub. No. (2204/0093331) computer program products, systems and 
methods for information discovery and relational analysis. 

Communication 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mussa A Shaawat whose telephone number is (571) 272-3785. 
The examiner can normally be reached on Monday-Friday (8:30am to 5:00pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jean R Homere can be reached on (571) 272-3780. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Mussa Shaawat 
Patent Examiner 
December 9, 2004 




